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Final Office Action on the Merits 

1 . The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Status of the Application 

2. Claims 25-28 and 50-79 are pending in the present application. Claims 25-28, 
57, 59 and 75 stand withdrawn from further consideration as being drawn to a 
nonelected invention. Claims 50-56, 58, 60-74 and 76-79 stand rejected as indicated 
below. 



Double Patenting 

3. The provisional rejection of claims 29-34, 36, 39 and 40 under the judicially 
created doctrine of obviousness-type double patenting over claims of copending 
Application No. 10/651,515 is made moot by the cancellation of the instant claims. 

4. Claims 50-56, 58, 60-74 and 76-79 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-4 
and 9-11 of copending Application No. 10/651,515. 

The claims stand rejected for the reasons given in the previous Office Action (see 
paragraph #5 of the previous Office Action). 
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The examiner notes applicant comment that the rejection will be addressed once 
patentable subject matter is identified. 

Claim Rejections - 35 USC §112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 50-56, 58, 60-74 and 76-79 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for treating innate immune 
suppression due to radiation therapy, does not reasonably provide enablement for 
preventing innate immune suppression due to radiation therapy. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to use the invention commensurate in scope with these claims. 

The instant claim contemplates the use of the claimed compounds in the 
prevention of innate immune suppression condition due to irradiation. The present 
specification lacks guidance and/or working examples of prevention of the claimed 
condition. In addition, there is no known method(s) for the determination of a person 
susceptible to said disorder and, thus, in need of preventive treatment. Thus, in order to 
practice the claimed invention commensurate in scope with the instant claims, the 
skilled artisan would have to search the prior art to find, if possible, a model for 
determining a person prone to innate immune suppression as defined by the present 
specification and, thus, in need of preventive treatment. The amount of experimentation 
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necessary to make said determination is undue because of the lack of guidance and/or 
working example in the present specification. 

7: Claims 50-56, 58, 60-66 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The instant claims recite the administration (a) of about 4-40 mg/kg/day of the 
claimed compound to a non-human primate and/or (b) for 7 consecutive days (see claim 
65). The present specification lacks disclosure of said limitations and, thus, does not 
convey to the skilled artisan in the art, that at the time the application was filed, had 
possession of the instantly claimed invention. 

The examiner notes that no support was found in the sections of the present 
specification cited by applicant. 

Claim Rejections - 35 USC § 102 
8. The rejection of claims 29-34, 36, 39 and 40 under 35 USC 102(b) over Loria 
(US 5,461,042) is made moot by the cancellation of the instant claims. 
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Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 50-56, 58, 60-74 and 76-79 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Loria (US 5,461,042). 

Loria teaches the use of steroid derivatives such as 3(3,1 7p-dihydroxyandrost-5- 
ene (androstenediol) in ameliorating the adverse effects of radiation therapy (see the 
entire article, especially col. 4, lines 16-35 and claims 1 and 3). 

Claims 50-56, 58 and 60-66 differ from the reference by reciting the 
administration of specific amounts of the prior art compound. 

Claims 63-65, 67-74 and 76-79 differ by reciting specific treatment regimens. 
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However, Loria teaches (a) dosages used will depend on the size and condition 
of the host as well as the route of administration and (b) a preferred dose range of 0.2- 
30 mg/day (see col. 17, lines 38-47). In addition, the determination of dosages and/or 
treatment regimen are routine in the medical art and, thus, well within the level of skill of 
the ordinary artisan in the art. Therefore, the claimed dosages and/or treatment 
regimen are prima facie obvious in view of the cited prior art and the level of skill of the 
ordinary artisan in the art at the time of the present invention absence a showing of 
critical ity. 

Response to Arguments . 

1 1 . Applicant's arguments filed September 21 , 2005 have been fully considered but 
they are not persuasive. 

Applicant argument is that the cited prior art does not (a) expressly or inherently 
disclose any weight in terms of kg and, thus, they cannot disclose any dose in terms of 
mg/kg/day and (b) disclose any specified time period for dosing. 

As indicated above in #10, the determination of dosages and/or treatment 
regimen is routine in the medical art and, thus, the recitation of a known treatment 
protocol in terms of dosages and/or treatment regimen is not patentability absence a 
showing of criticality. See for example, In re Russell , 439 F.2d 1228, 169 USPQ 426 
(CCPA1971). 



Application/Control Number: 10/602,330 Page 7 

Art Unit: 1617 

Conclusion 

12. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Telephone Inquiry 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Barbara P. Badio, Ph.D. whose telephone number is 
571-272-0609. The examiner can normally be reached on M-F from 6:30am-4:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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Primary Examiner 
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